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REMARKS 

I. General 

Claims 25-50 are pending in the present application. Claims 25, 34, 35, 40-44, and 48 
have been amended. The outstanding issues in the current Office Action are as follows: 

> Claims 40-46 stand rejected under 35 U.S. C. § 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

> Claims 25-32, 34-39 and 47-50 stand rejected under 35 U.S.C. § 102(e) as 
being anticipated by U.S. Patent No. 6,635,075 (hereinafter, Li). 

> Claim 33 stands rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Li in view of U.S. Patent No. 6,162,217 (hereinafter, Kannenberg). 

Applicant respectfully requests withdrawal of the rejections in light of the 
amendments and remarks contained herein. 

II. Amendments 

Claims 25, 35, and 48 have been amended to recite limitations directed to an 
input/output system. Additionally, claim 35 has been amended to delete "a subject having" 
fi-om the preamble. Support can be found in the specification, inter alia, at paragraphs 0071- 
0077. No new matter has been added. 

Claim 34 has been amended by changing "gradually" to "controUably." This 
amendment has been made to more particularly point out the subject matter that the Applicant 
regards as his invention by more closely aligning the claim language with the heater control 
system of claim 25. The amendment has not been made to narrow the claims or to 
distinguish over any art. No new matter has been added. 

Claims 40-44 have been amended to more particularly point out the subject matter the 
Applicant regards as his invention. Additionally, claim 40 has been amended to delete "a 
subject having" fi-om the preamble. The amendment has not been made to narrow the claims 
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or to distinguish over any art. Support can be found in the specification at page 25-29. No 
new matter has been added. 

III. Rejections Under 35 U.S.C. S112 Second Paragraph 

On page 2 of the Office Action claims 40-46 stand rejected under 35 U.S.C. § 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim 
the subject matter which Applicant regards as the invention. 

Although not conceding to the Examiner's assertion that claims 40-46 are indefinite. 
Applicant has amended the claims to further prosecution. Claims 40-44 have been amended 
to recite, in part, "reduce the size of the lesion by about 100% by the 10'^ day (9'^-6'^ day for 
claims 41-44, respectively) post treatment." See specification pages 25-29. This amendment 
redresses the Examiner's concerns about the definition of recovery time, and provides 
definite metes and boimds on the patent protection sought by Applicant. No matter the size 
or the depth of the lesion, a reduction in lesion size is a definite measurement. To fiirther 
address the Examiner's concerns about the amount of energy delivered. Applicant notes that 
claims 45-46 have limitations addressing the number of treatment cycles. Moreover, 
Applicant directs the Examiner to different embodiments of the present invention disclosed in 
the specification. Various embodiments are disclosed where the amount of thermal energy 
delivered varies by either the application time, or the temperature maintained at the skin 
interface, fee paragraph 0041-0044. The present claims when read in light of the 
specification would allow those skilled in the art to understand what is claimed. See M.P.E.P. 
§ 2173.02 (citing Orthokinetics, Inc. v. Safety Travel Chairs, Inc., 806 F.2d 1565, 1576 (Fed. 
Cir. 1986) (stating that the "test for definiteness under 35 U.S.C. § 1 12, second paragraph, is 
whether 'those skilled in the art would understand what is claimed when the claim is read in 
light of the specification.'"). Accordingly, Applicant respectfully requests withdrawal of the 
35 U.S.C. § 1 12 rejection of claims 40-46. 

IV. Rejections Under 35 U,S,C, S102(e) 

On page 2-3 of the Office Action claims 25-32, 34-39, and 47-50 stand rejected under 
35 U.S.C. § 102(e) as being anticipated by Li. Applicant traverses the rejection and asserts 
the claims are allowable, at least, for the reasons stated below. 
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It is well settled that in order for a claim to be properly rejected under 35 U.S.C. § 
102(e), the applied reference must teach each and every element of the claimed invention. 
"A claim is anticipated only if each and every element as set forth in the claim is found, 
either expressly or inherently described, in a single prior art reference." M.P.E.P. § 2131, 
citing Verdegaal Bros, v. Union Oil Co, of California, 814 F.2d 628, 631 (Fed. Cir. 1987). 
Moreover, "[t]he identical invention must be shown in as complete detail as is contained in 
the ...claim." M.P.E.P. § 2131, citing Richardson v. Suzuki Motor Co., 868 F.2d 1226, 1236 
(Fed. Cir. 1989). Applicant respectfully asserts that the rejection does not satisfy these 
requirements. 

A. Independent Claims 

Claim 25, as amended, recites "an input/output system allowing a user to select a pre- 
programmed setting, and to variably adjust a pre-programmed parameter of the setting within 
a predetermined safe range." Li does not disclose this limitation. Li discloses selecting a 
discrete temperature. Column 7, lines 54-56. However, Li does not disclose allowing the 
user to variably adjust the discrete temperature parameter selected within a predetermined 
safe range. Therefore, Li does not show the identical invention in as complete detail as is 
contained in the claim. 

Moreover, claim 25, as amended, recites "wherein each pre-programmed setting 
provides a treatment optimized for a particular type of skin lesion." Li does not disclose a 
programmed setting that provides a treatment optimized for a particular to a type of skin 
lesion. Li teaches selectors to select between discrete temperatures and application times. 
Column 7, lines 54-56 and column 8, lines 34-43. However, being able to select a discrete 
temperature, and discrete application time does not anticipate the limitations of claim 25 
where the device is programmed with a setting optimized for treatment of a particular type of 
lesion. Therefore, Li does not show the identical invention in as complete detail as is 
contained in the claim. Accordingly, Applicant respectfully requests the withdrawal of the 35 
U.S.C. §102 rejection of record for claim 25. 

Claim 35, as amended, recites "selecting a pre-programmed setting on a device, 
wherein each pre-programmed setting is optimized to treat a particular skin lesion." Li does 
not disclose this limitation. Li teaches selectors to select between discrete temperatures and 
application times. Column 7, lines 54-56 and column 8, lines 34-43. Li does not teach that 
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"each pre-programmed setting is optimized to treat a particular skin lesion." Therefore, Li 
does not show the identical invention in as complete detail as is contained in the claim. 

Moreover, claim 35, as amended, recites "varying an individual parameter of the pre- 
programmed setting within a predetermined safe range according to user preference." As 
discussed above, Li does not disclose this limitation. Therefore, Li does not show the 
identical invention in as complete detail as is contained in the claim. Accordingly, Applicant 
respectfully requests the withdrawal of the 35 U.S.C. §102 rejection of record for claim 35. 

Claim 48, as amended, recites "programming a device with one or more parameters 
for a treatment setting, such that each setting is optimized for a specific skin lesion." Li does 
not teach this limitation. As discussed above, Li teaches selectors to select between discrete 
temperatures and application times. Column 7, lines 54-56 and column 8, lines 34-43. Li 
does not disclose programming a device with one or more parameters for a treatment setting, 
such that each setting is optimized for a specific skin lesion. Therefore, Li does not show the 
identical invention in as complete detail as is contained in the claim. 

Moreover, claim 48, as amended, recites "varying one or more parameters of the 
programmed setting within a predetermined safe range, according to user preference." As 
discussed above, Li does not teach this limitation. Therefore, Li does not show the identical 
invention in as complete detail as is contained in the claim. Accordingly, Applicant 
respectfiiUy requests the withdrawal of the 35 U.S.C. §102 rejection of record for claim 48. 

B. Dependent Claims 

Claims 26-32, 34, 36-39, 47, and 49-50 depend firom, and inherit all of the limitations 
of their respective independent claims 25, 35, and 48, which have been shown above to be 
allowable over the applied art. Therefore, claims 26-32, 34, 36-39, 47, and 49-50 are 
allowable, at least, because of their dependence firom their respective independent claims. 
Accordingly, Applicant respectfully requests the withdrawal of the 35 U.S.C. § 102 rejection 
of claims 26-32, 34, 36-39, 47, and 49-50. 
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V. Rejections Under 35 U.S.C. S103(a) 

Rejections over Li in view of Kannenberg 

On page 3-4 of the Office Action claim 33 stands rejected under 35 U.S.C. § 103(a) as 
being unpatentable over Li in view of Kannenberg. Applicant traverses the rejection and 
asserts the claims are allowable, at least, for the reasons stated below. 

"To establish a prima facie case of obviousness, three basic criteria must be met. 
First, there must be some suggestion or motivation, either in the references themselves or in 
the knowledge generally available to one of ordinary skill in the art, to modify the reference 
or to combine reference teachings. Second, there must be a reasonable expectation of 
success. Finally, the prior art reference (or references when combined) must teach or suggest 
all the claim limitations." M.P.E.P. § 2143, Applicant respectfully asserts that the rejection 
does not satisfy these requirements. 

Claim 33 recites "wherein the heater control system uses a feedback control 
mechanism involving the use of PID control algorithms." On page 3 of the Office Action, the 
Examiner admits that Li "fails to disclose a heater control system that uses a feedback control 
means involving the use of PID control algorithms." The Examiner then cites to Kannenberg 
to disclose the missing details. The device in Kannenberg is part of a complicated "medical 
system used by physicians to adjust thermal energy to soft tissue." (Column 3, line 67). It 
requires the physician to "set both the temperature and operating characteristics for the 
probes." (Column 4, lines 13-14). Further, the described controller is a stand alone 
component to which the probe cormects. (Column 2, lines 47-50). Applicant points out that 
the device, in Li, is designed to be a "hand-held apparatus with a self-contained power 
supply. . . and a housing which contains all of the remaining components of the invention," 
Column 6, lines 30-32. The Li reference, with a device designed to be a self-contained unit, 
teaches away from the combination with the invention of Kannenberg having a probe 
connected to, and controlled by, a stand alone controller. Thus, the combination is improper 
because "it is improper to combine references where the references teach away from their 
combination." M.P.E.P. § 2145(X)(D)(2) (citing In re Grasselli, 713 F.2d 731, 734 (Fed. 
Cir. 1983). Therefore, the Examiner fails to establish a prima facie case of obviousness. 
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Further, Kannenberg does not contemplate or disclose an embodiment where the 
controller is combined into the hand-held probe and where there is no physician interaction to 
adjust the parameters. (Column 2, lines 46-50). There is nothing in the art to solve the 
problem of making the large control system of Kannenberg fit in, and function with, the self 
contained hand-held device of Li. Thus, there is no reasonable expectation of success with 
respect to the proffered combination, making the proffered combination improper. Therefore, 
the Examiner fails to establish a prima facie case of obviousness. 

Moreover, the combination of references is not proper if the "suggested combination 
of references would require a substantial reconstruction and redesign of the element shown in 
[the primary reference] as well as a change in the basic principle under which the [primary 
reference] construction was designed to operate." M.P.E.P. § 2143.01 (citing to 270 F.2d at 
813). The device, in Li, is designed to be a hand-held device. The proposed combination 
would require substantial reconstruction and redesign to combine the stand alone control 
system of Kannenberg with the hand-held probe of Ashley. Proof of this point is found in 
Kannenberg itself. Even though Kannenberg control system works with a hand-held probe, 
it is designed placing the control system in a stand alone xmit, instead of in the probe as 
suggested by the Examiner. The Li device must be small enough to be a hand-held 
instrument that is easily manipulated during treatment. Thus, the suggested combination 
would require substantial reconstruction, and redesign, as well as a change in the basic 
principle of operation oiLi 's device. For all the above reasons. Applicant asserts that the 
combination of the references is improper. Therefore, the Examiner fails to establish a prima 
facie case of obviousness. Accordingly, Applicant respectfully requests withdrawal of the 35 
U.S.C. §103 rejection of claim 33. 

VI. Final Action Improper 

On page 5 of the Office Action, the Examiner asserted that the Applicant's 
amendment necessitated the new groxmd(s) of rejection presented in this Office Action, and 
therefore the action was made final. The assertion is incorrect, and the finality of the Office 
Action is premature, as discussed below. 

A second, or subsequent, action on the merits shall not be made final where the 
Examiner introduces a new ground of rejection that is neither necessitated by Applicant's 
amendment of the claims, nor based on information submitted in an information disclosure 
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statement filed during the period set forth in 37 C.F.R. § 1.97(c). M.P.E.P. §706.07(a). 
Clearly, this applies to the claims being prosecuted. In the instant case. Applicant's previous 
response did not amend claims 25-34, nor was the Li reference submitted in an information 
disclosure statement filed during the period set forth in 37 C.F.R. § 1.97(c). Therefore, any 



Examiner rejected these claims as being anticipated by Z/, a new ground of rejection. 
Accordingly, the finality of the Office Action was premature, and AppUcant respectfiiUy 
requests that the Examiner withdraw the finaUty of the Office Action. 

Vn. Conclusion 

In view of the above, each of the presently pending claims in this application is 
beUeved to be in immediate condition for allowance. Accordingly, the Examiner is 
respectfiiUy requested to pass this application to issue. 

Applicant believes no fee is due with this response. However, if a fee is due, please 
charge our Deposit Account No. 06-2380, under Order No. 67479/POOlUS/l 041 0747 from 
which the undersigned is authorized to draw. 

Dated: August 1 8, 2005 RespectfiiUy submitted. 



Office Action rejecting these claims on a new ground of rejection should not be final. The 
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